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Centers for Medicare & Medicaid Services, HHS § 482.102 

(i) Knowledge of living organ dona-
tion, transplantation, medical ethics, 
and informed consent; and 

(ii) Understanding of the potential 
impact of family and other external 
pressures on the prospective living do-
nor’s decision whether to donate and 
the ability to discuss these issues with 
the donor. 

(3) The independent living donor ad-
vocate or living donor advocate team is 
responsible for: 

(i) Representing and advising the 
donor; 

(ii) Protecting and promoting the in-
terests of the donor; and 

(iii) Respecting the donor’s decision 
and ensuring that the donor’s decision 
is informed and free from coercion. 

(e) Standard: Transplant team. The 
transplant center must identify a mul-
tidisciplinary transplant team and de-
scribe the responsibilities of each 
member of the team. The team must be 
composed of individuals with the ap-
propriate qualifications, training, and 
experience in the relevant areas of 
medicine, nursing, nutrition, social 
services, transplant coordination, and 
pharmacology. 

(f) Standard: Resource commitment. 
The transplant center must dem-
onstrate availability of expertise in in-
ternal medicine, surgery, anesthesi-
ology, immunology, infectious disease 
control, pathology, radiology, blood 
banking, and patient education as re-
lated to the provision of transplan-
tation services. 

§ 482.100 Condition of participation: 
Organ procurement. 

The transplant center must ensure 
that the hospital in which it operates 
has a written agreement for the receipt 
of organs with an OPO designated by 
the Secretary that identifies specific 
responsibilities for the hospital and for 
the OPO with respect to organ recovery 
and organ allocation. 

§ 482.102 Condition of participation: 
Patient and living donor rights. 

In addition to meeting the condition 
of participation ‘‘Patients rights’’ re-
quirements at § 482.13, the transplant 
center must protect and promote each 
transplant patient’s and living donor’s 
rights. 

(a) Standard: Informed consent for 
transplant patients. Transplant centers 
must implement written transplant pa-
tient informed consent policies that in-
form each patient of: 

(1) The evaluation process; 
(2) The surgical procedure; 
(3) Alternative treatments; 
(4) Potential medical or psychosocial 

risks; 
(5) National and transplant center- 

specific outcomes, from the most re-
cent SRTR center-specific report, in-
cluding (but not limited to) the trans-
plant center’s observed and expected 1- 
year patient and graft survival, na-
tional 1-year patient and graft sur-
vival, and notification about all Medi-
care outcome requirements not being 
met by the transplant center; 

(6) Organ donor risk factors that 
could affect the success of the graft or 
the health of the patient, including, 
but not limited to, the donor’s history, 
condition or age of the organs used, or 
the patient’s potential risk of con-
tracting the human immunodeficiency 
virus and other infectious diseases if 
the disease cannot be detected in an in-
fected donor; 

(7) His or her right to refuse trans-
plantation; and 

(8) The fact that if his or her trans-
plant is not provided in a Medicare-ap-
proved transplant center it could affect 
the transplant recipient’s ability to 
have his or her immunosuppressive 
drugs paid for under Medicare Part B. 

(b) Standard: Informed consent for liv-
ing donors. Transplant centers must 
implement written living donor in-
formed consent policies that inform 
the prospective living donor of all as-
pects of, and potential outcomes from, 
living donation. Transplant centers 
must ensure that the prospective living 
donor is fully informed about the fol-
lowing: 

(1) The fact that communication be-
tween the donor and the transplant 
center will remain confidential, in ac-
cordance with the requirements at 45 
CFR parts 160 and 164. 

(2) The evaluation process; 
(3) The surgical procedure, including 

post-operative treatment; 
(4) The availability of alternative 

treatments for the transplant recipi-
ent; 
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